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I ntroduction

On July 7th, 2014, Governor Andrew M. Cuomo signed into law the Compassionate Care Act to establi
a comprehensivmedicalmarijuanaprogram( i p r o gJus eighteen months after the Compassionate
Care Act was signed into law, the first New Yorkers obtained medical marijuana. The program continu
to oversee the manufacture and sale of medical marijuana to ensure that it is dispensed and administel
a manner that protects public health and saf8igice the implementation of the prograamumber of
improvements have been made to better serve pasigifésing from serious conditions in New York

State Programimprovementsnclude the authorizatio of nurse practitioners and p$igian assistant®

certify patients for medical marijuanagcreasinghe number of organizations registetednanufacture

and dispense medical marijuaexpandinghe list of qualifying condition$o include chronic paij, post
traumatic stress disorder and any condition for which an opioid may be presatibethg registered
organizations to wholesate other registered organizatiomsdallowing registered organizations to
delivermedical marijuana products thehomes of patients or their caregiveiese efforts, along with
those of the registered organizations and practitioners who participate in the program, contributed to ar
overall increasef 1,124%in the number of certified patientsthe past twgears

Pursuant to Public Health Law (PHL) 8§ 3367(3), this report provides an overvieembgran® s
activities since the last twyear report was published, as well as recommendadiaigroposechext
stepsto theGovernor and the Legislature. The data within the figures and tables for this report w
obtained througlune 30, 2018, from the NYSDOH Medical Marijuana Data Management System
(MMDMS) and the Prescription Monitoring Program Registry (PMPR).

On July13, 2018, the New York State Department of Health (NYSDOH) released its report on the
assessment of the potential impact of regulated marijuana in New York Bzdecludedhat the

positive effects of a regulated marijuana market in New York Stateegh the potentianegative

impacts. As neighboring states continu@iplement recreational marijuana prograansi New York
State considers the implementation of a regulated-adalmarijuana program,ig critical for New

Y o r kédial marijuanangramto expand acceds reachmore patientsuffering from severe
debilitating or lifethreatening conditionsho may benefit froomedicalmarijuana. The recommendations
highlighted in this repordreaimed ataggressively x p a n d i n g meadibagmariuana pregias
which employs high quality manufacturing and quality assurance standaashanner that continsie
protect the public health and safety.

Program Highlights Since thePrevious Two-Year Report:

September 7, 2016: NYSDOH issuedguidance permitting registered organizationbegindeliveling
approved medical marijuana products to the homesnbified patientsandtheir
designatedaregivers

November 30, 2016:NYSDOH adoptedegulationsallowing nurse practitings to register with the
program to certify patients
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December 82016: NYSDOH issuedguidance permitting registered organizations to wholesaldical
marijuana extracts arapproved medical marijuana produtdther registeik
organizationsn New York State

March 15, 2017: NYSDOH adoptedegulationsallowing physician assistants to register with the
programto certify patients

March 22, 2017: NYSDOH adoptedegulationsaddingchronic pain as aerious conditiotior which
patients may be certified to use medical marijuana.

June 22, 2017: NYSDOH streamlinedhe practitioner registration procesdlowing practitioners to
register online and certify patients on the same dagublic list of registered
practitioners waslso introduced to thYSDOH medical marijuana program
website.

August 1, 2017: NYSDOH renewedhe registratiorof five registerd organizatios andregistered
five additionalorganizationsgo manufacturerad dispense medical marijuana
products in New York State

October5, 2017:  NYSDOH adptedemergency regulatiorallowing facilities to act as designated
caregivers.

December 272017: NYSDOH adoptedegulationgo enhane the program for patients, practitioners and
registered organizations.

July 12, 2018: NYSDOH adoptedemergency regulations adding any condition for which an opioid
may be prescribeds aserious condition for whicpatients may be céfied to use
medicalmarijuana

July 13, 2018: NYSDOH introducedtemporary registry identificatiocardsto expedite acceger

certified patients andlesignateaaregivers.

Practitioner Registration

To issuemedical marijuanaertifications to patients ractitionersmustfirst complete a NYSDOH
approveceducatiorcourseandthenregister withthe program TheAnswerPageas the firsbnline course
providerapproved by NYSDOH OnJuly 6, 2017a second providei,he Medical Cannabis Instityte
launched a approvednline medical use of marijuana coursé&hisoffers practitioners aother option
whenselecting an online coursed¢omplete To further expand the educational options available to
practitioners, NYSDOH introduce@gulationsthattook effect on Decembe27, 2017 reducingthe
course requirement from a febhourminimum to awo-hourminimum NYSDOH is working to make
additional course offerings availalitepractitioners
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When the program was first implemented in January 2016, only physicians wenézadthm register with
the program to certify patients for medical marijuana. To help increase the availability of practitioners,
NYSDOH adopted regulations on November 30, 2@d &llow nurse practitioners to register with the
program to certif patiens. On March 15, 2017, regulations wedoptedo allow physician assistants to
register with the program, provided that the physician assistant is under the supervision of a physician
already registered with the programhe addition of nurse practitioners and physician assistants
contributed to a 33.2% increase in available practitioners statewide. As of June 30, 2018, nurse
practitioners and physician assistants comprised 21.6% of all practitiorieesprogram

On dune 22, 2017a couple of important improvements were made regarding registered practitioners and
the program. FirstNYSDOH streamlined th®IMDMS, anonline application used to process practitioner
registrationsto allow practitioners teegister online@ndimmediatelybegincertifying patients the same

day. Prior to this enhancemetite practitioner registration procas®k several days to complete

meaning practitionernsad to wait several days before they could begitifying patientsfor medical
marijuana. In addition, NYSDOH began publishing a list of consenting registered practitioners on its
medical marijuan@rogram website, whichelps patientind a practitioner registered with the program.
The publicly available list supplements the 6§ practitioners available on the NYSDOH Health
Commerce System (HCS), which can be useddrtainhealth care providemwith an HCS account to

allow them to refer patients to a practitioner registered with the program and has been available since
February 2016.

Figure 1 below depicts the nuber of practitioners registeréy calendar quarter frothefourth quarter

of 2015 throughhesecondjuarterof 2018 Figure 2 below represents the number of practitioners
registered with the program per couatyd includes the number of patients with active certifications per
county

Figure 1. Number of Registered Practitionerdoy Calendar Quarter

1,718
1,537
1,379
-
1,239
-
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Figure 2. RegisteredPractitioners and Certified Patientsby County as of June 302018

Registered Practitioners by County - as of 06/30/2018 - 1,723
Patients with Active Certifications by County - as of 06/30/2018 - 61,198
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Patient Certification

On December 23, 2015, the NYSDOH launched the MMDMS, allgvegistered practitioners to certify
patients to receive medical marijuarfagure 3 below depicts the number néw patients certified each
calendar quartdrom thefourth quarteiof 2015throughthe second quartesf 2018 This figure also
shows cumulativeaumber of patient certificatiorisy quarter
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Figure 3. Number ofNew Patients Certificationsand Cumulative Patient Certifications for Each
Calendar Quarter
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Note: As of June 30, 2018, there wasotal 0f61,198 patients with active certificatian&igure 3above rgpresentgshe number of new
patients certified eacbalendar quarter, along with the cumulative total for each calendar quaRatient certifications mafpe canceled or
expire which is why the totalumberof patientcertificationsis higher than the number of actigertifications

Medical marijuana is available in New York for patients with the following severe debilitatlifg-or
threateningonditions: cancer, HIV infection or AIDS, amyotrophic lateral sclerosis (ALS), Parkinson's
disease, multiple sclerosis, damage to the nertisgue of the spinal cord with objective neurological
indication of intractable spasticity, epilepsy, inflammatoowbl disease, neuropathiéfntington's
diseasechronic pain, Postraumatic Stress Disorder (PTSD) and as a replacempnggoriptionopioids
Chronic pain was added by NYSDOH as a qualifying condttiooughregulations adopted on March 22,
2017. PTSDwas addedhroughlegislation on November 11, 201®lost recentlyNYSDOH introduced
emergency regulationsvhichwent into effect a July 12,2018 adding any condition for which an opioid
may be prescribedin addition to a severe debilitating or lifiereatening condition,gtients must also
have one of the following clinically associated or complicating conditions: cachexiastmgvsyndrome,
severe or chronic fraresulting in substantial limitation of functipgevere nausea, seizuresyere or
persistent muscle spasp#TSD, or opioid use disorddyutonly if enrolled in a treatment program
certified pursuant to Artle 32of the Mental Hygiene Law

Table 1 below depicts the certifications by age group for each severe debilitatingthr&égening
condition Table 2below depicts the certifications by clinically associatedomplicating conditionThe
most commorsevere debilitating or litghreatening condition ishconic pain (53.13%)The most
common clinically associated or complicating conditioreigese orchronicpain(72.93%). Patients aged
51-60 yearsnade uphe greategbercentage of certification23.08%), followed by patients aged &0
(19.21%)
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Table 1 Patient Certifications by Age and Qualifying Condition, December 23, 2015
through June 30, 2018

DETET-CR )

. Inflammatory . Positive
Nervous Huntington's . |Parkinson's
: A Bowel Neuropathies 3
3 Tissue of the Disease : Disease
Sclerosis ) Disease

Spinal Cord
0-5 59 119 8 72 10 6 35 1 7 3 320 0.33%
6-12 34 21 3 233 68 9 3 371 0.38%
13-17 41 77 2 194 105 21 7 447  0.46%
18-30 2 322 5,120 259 805 915 168 747 3 86 732 9,159  9.34%
31-40 10 674 9,018 511 543 3 904 712 1,802 9 220 872 15,278 15.57%
41-50 23 1432 9,872 674 345 6 642 920 2,527 44 205 485 17,175 17.51%
51-60 66 2,832 12,249 894 248 8 502 1,285 3,621 183 366 367 22,621 23.06%
61-70 87 3,529 91152 668 128 1 365 855 3,169 505 170 214 18,843 19.21%
71+ 55 3,029 6,490 479 37 4 146 228 2,381 952 31 55 13,887 14.16%
Total: 243 11,952 52,118 3,498 2,605 22 3,657 4,174 14,312 1,697 1,085 2,738 98,101
% 0.25%  12.18% 53.13% 3.57%  2.66% 0.02% 3.73%  4.25% 14.59% 1.73% 1.11%  2.79%

*Note: Patients may have more than one qualifying condition; however, the data reflettisdable represents
unique certified patiestand includes onlshe primary conditiofisted oneachcertification.

Table 2 Number of Patient Certifications by Clinically -AssociatedConditions or
Complicating Conditions, December 23, 2015 June 30,2018

. Severe or
Cachexia or )
i . Severe Severe or | Persistent
Wasting Seizures . .
Nausea |[Chronic Pain| Muscle
Syndrome
Spasms
0-5 19 5 73 34 163 26 320 0.33%
6-12 10 2 236 17 66 40 371 0.38%
13-17 | 16 6 210 37 154 24 447 0.46%
18-30 141 752 850 600 5,977 839 9,159 9.34%
31-40 176 944 571 727| 11,005 1,855 15,278 15.57%
41-50 242 569 427 795 12,827 2:315 17,175 17.51%
51-60 486 444 322 1,179 17,105 3,085 22,621 23.06%
61-70 739 278 205 1l alaly/ 13,993 2,011 18,843 19.21%
71+ | 891 84 81 787 10,257 1,787 13,887 14.16%
Total: 2,720 3,084 2,975 5,293 71,547 12,482 98,101
% 2.77% 3.14% 3.03% 5.40% 72.93% 12.72%

A registered practitionermapfateon a pati ent ds certification t he
professional opinion, the patient is terminally ill and that the certification shall not expirehentil t
patientdiesPur suant to PHmMmi AaBBgO{( LB, mdaas an indi
prognosis that the individual 6s | ife expectanc
its normal courseTable 3below depicts the number of certified patietd¢signated atermindly
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ill ontheir certification As illustrated inlrable 3, 5,026 patients, or 5.12%vere issued
certifications where the physician indicated that the patient was terminally ill.

Table 3 Number of Patients Certified as Terminally 11l by AgeGroup

Damage to
Amyotrophic . Nervous ) . | Inflammatory ) . ) Positive
Lateral Cancer Chrc:nu: Tissue of | Epilepsy Hunj:mgton s Bowel MUItIPI_e Neuropathies Par[(mson s Status for
. Pain . Disease . Sclerosis Disease
Sclerosis the Spinal Disease HIV/AIDS
Cord
1

6-12 18 6 1 25
13-17 20 16 1 37
18-30 78 7 1 15 1 4 1 110
31-40 4 159 21 2 8 1 4 3 205
41-50 7 349 30 4 1 2 11 1 3 1 414
51-60 25 913 76 4 2 1 2 14 31 3 17 1 1,089
61-70 38 1,290 95 10 7 1 1 4 18 17 3 1,489
71+ 14 1,421 101 6 3 1 4 34 31 1 1,617
Total: 88 4,278 332 25 65 3 7 30 105 52 31 10 5,026

Patient and Caregiver Reqgistration

The MMDMS is used by certified patients, and their designated caregivers, to register with NYSDOH tc
receive a registrydientification card.Certified patients and designated caregivers must haagisiry
identificaion cardto purchase approved medical marijuana products from registered organization
dispensing facilities anchusthave the card with themihereverthey are in immediate possession of
medical marijuana. After completing registration, it can take sevtamtbusiness days for patients or
caregivers to receive their registdentificationcards. To expedite access, eliminate the waiting period
and more quickly bring relief to suffering patients, on July 13, 2018, NYSDOH introduced temporary
registryidentification cards for certified patients and designated caregivers.

A certified patient may designate up to two caregivers during the patient registration process.
Designated caregivers may assigtto fivepatiensin obtairing, possedag, and admirsteling
medical marijuana. After a patient's registration is approved, a designated caregiver must also
register with NYSDOH and receive a caregiver registry identification daglre 4 below shows
thenumber ofnew caregiver registratiosy calendaquarter
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Figure 4. Total Designated Caregivers Rgistered byCalendar Quarter
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PHL 8 3362 authorizethe possession, acquisition, use, delivery, transfer, transportation or administratio
of medical marijuana by a certified patient or designated caregiver, possessing a valid registry
identificationcard, for certified medical use. Recognizing that paégisuffering from serious conditions
may be hospitalizedeside in areatmenfacility, or attend schoaluring the course of their illness
NYSDOH worked to identify avay toassistmedical marijuangatients to continue their coussaf

therapy in lhese situations. On October 5, 2017, NYSDOH introduced emergency regulations allowing
patients to designatertain definedacilitiesas adesignatedaregiver. These regulatiopsovide

facilitiesthe ability to assist patients with the acquisitioanporation, possession, administration and
storage ohpproved medical marijuamaoducs. Facility participaton is optional Since the introduction

of the emergency regulationbetDepartmentas approvechirteenfacility caregiveregistrations,

including registrations for hospitals, residential health care facilities, and assisted living fadilities.
addition, hreeregistration requestgere deniedor failure tomeet the registration requirements.
Information regarding the process for designated caregiver facilities, including the Facility Caregiver
Designation Form, can be found on NYSDOHOGsS prc
http://health.ny.gov/regulations/medical_marijuana/caregiver/

There exists the opportunity to improve the continuity of patient care, add legal clarity, and reduce
bureaucratic processes if the Department could eliminate the process of facility caregiver registration
through a legislative amendment to the Compasto@are Act that specifically empowered certain staff
of hospitals, schools, and otretpressly authorizefécilities, under certain circumstances, to obtain,
possess, store, and administer medical marijuana products on behalf of patients, as thegertainfor
other medications.
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Dispensing Transactions

Registered organizatiomsustsubmit theirmedical marijuana produdispensing data to

NYSDOHOG s

P MPHRouns of dispensingFigure 5 below shows the totalumber of

dispensing transdonsby calendar quarterfFigure 6 below provides the percentage of patients
whowent on topurchase additionahedical marijuan@roductsafter their first dispensing
transaction. Patients mayly purchase medical marijuapeoducs oncefor a variety ofreasons,
including, but not limited tgproduct cost, product efficacy, death of the patient, or distance to a
dispensing facility.

Figure 5. Number of unique patient visits anddispensing transactiondy quarter
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Figure 6. Percentage of ReturningPatients
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In addition to medical marijuana dispensing transaction§chkdule I1V controlled substances

di spensed to patients arR NYSDPH acomdected amanalisisof NY S L
certain PMIR data to evaluate the effect of opioid usgatients receiving medical marijuana in

New York State.NYSDOH is working towards publishingé results of this analysis

Reqistered Organizations

On August 1, 2017, NYSDOH renewed the registration of the five organizations who were originally
registered on July 31, 2015. In addition, NYSDOH registerednfiwe2organization®n August 1, 2017

to improvepatient accessncrea thevariety ofmedcal marijuangroducts availablandhelpmake

products moraffordable through the introduction of new competitioNYSDOH continues tavork with

the registered organizations as they submit various requests to NYSDOH requiring review and,approval
including delivery planswholesaleplans, new product proposals, pricing proposals, facility updates, and
relocation amendment®uring this tweyear reporting periodYSDOH conducted total of 66 site visits

to get newand relocatedacilities operatonal since the last reporting perio8incethe progrand s
inception,DOH has conducted total of 199 site visitsThelocation of theien registered organizations,

and theirdispensing facilies are presenteith Figure 7 below.
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Figure 7. Regigered Organization Dispensing FacilityLocations

New Dispensina Facilities

To help expand accefw patients, NYSDOH issued guidance on September 7, p@i®itting registered
organizations to deliver approved medical marijuana products to the homes of registeredguatibats
designatedaregivers. As of June 30, 2018, Columbia Care NY LLC, PharmaCann LLC, and Vireo Hea
of New York LLCare approed to providalelivery services in New York State. Patients interested in
delivery service should contact registered organizatimectly to obtain additional information.

In addition,NYSDOH issued guidanaan December 8, 201@ermitting registezd organizations to
wholesalemedical marijuana extracts aagproved medical marijuana products to other registered
organizations ilNew York State As of June 30, 2018, Columbia Care NY LLC, Etain LLC, and
PharmaCann LL@reapprowedto wholesale produs to other registered organizations in New York State.

At the onset of the program, registered organizations were only permitted to manufacture medical
marijuana products in liquid or oil preparations for metered oromucosal or sublingual adtronistra
administration per tube; metered liquid or oil preparations for vaporization; and

capsules for oral administratioNYSDOH amended regulatioms December 27, 2011 allow

registered organizations to manufacture products in additional dasagg fncluding topicak; patches

solid and semisolid preparations (examples include suppositories, capsules, chewable tablets; lozenge
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